
INDEX OF SIGNIFICANT OTC DRUG FEDERAL REGISTER PUBLICATIONS

1990  through 1996
 (FEDERAL REGISTER VOLUMES 55 through 61) 

Division of OTC Drug Products
Office of Drug Evaluation V

Center for Drug Evaluation and Research
Food and Drug Administration

9201 Corporate Boulevard
Rockville, Maryland 20850

(301) 827-2222

Updated through:  May 10, 1996 publication



- 1 -

Published in the FEDERAL REGISTER in 1990 (Volume 55)

Date FR Document Title
Page

1-4-90 310

Cough, Cold, Allergy, Bronchodilator and Antiasthmatic Drug Products for OTC
Human Use (341); Reopening of Record for Receipt of Comments Regarding
Marketing Status of Combination Drug Products Containing Promethazine
Hydrochloride; Correction

1-9-90 797 Topical Antifungal Drug Products for OTC Human Use (310 & 333); Tentative Final
Monograph (PR); Correction

1-16-90 1472 Internal Analgesic, Antipyretic, and Antirheumatic Drug Products for OTC Human Use;
Tentative Final Monograph (PR); Extension of Reply Comment Period

1-22-90 2202 Topical Antifungal Drug Products for OTC Human Use (310 & 333); Tentative Final
Monograph (PR); Correction

1-24-90 2387 Cough, Cold, Allergy, Bronchodilator and Antiasthmatic Drug Products for OTC
Human Use (341); Reopening of Record for Receipt of Comments Regarding
Marketing Status of Combination Drug Products Containing Promethazine
Hydrochloride; Extension of Comment Period

1-31-90 3362 Skin Protectant Drug Products for OTC Human Use (347); Fever Blister and Cold
Sore Treatment Drug Products Proposed Rulemaking (PR)

1-31-90 3370 External Analgesic Drug Products for OTC Human Use (348); Fever Blister and Cold
Sore Treatment Drug Products Proposed Rulemaking (PR)

2-27-90 6926 Benign Prostatic Hypertrophy Drug Products for OTC Human Use (310); Final Rule
(FR)

2-27-90 6932 External Analgesic Drug Products for OTC Human Use (348); Amendment of
Tentative Final Monograph (Hydrocortisone); Notice of Proposed Rulemaking (PR)

3-15-90 9721 Topical Antimicrobial Drug Products for OTC Human Use (333 & 448); Amendment of
Final Monograph for OTC First Aid Antibiotic (Local Anesthetic) Drug Products Final
Rule (FR)

3-27-90 11291 Skin Protectant Drug Products for OTC Human Use (347); Fever Blister and Cold
Sore Treatment Drug Products Proposed Rulemaking (PR); Correction

3-27-90 11291 External Analgesic Drug Products for OTC Human Use (348); Fever Blister and Cold
Sore Treatment Drug Products Proposed Rulemaking (PR); Correction

5-11-90 19852 Hypophosphatemia and Hyperphosphatemia Drug Products for OTC Human Use (310
& 331); Final Rule (FR)

5-11-90 19862 Deodorant Drug Products for Internal Use (357); Final Monograph (FR)

5-11-90 19868 Topical Antimicrobial Drug Products for OTC Human Use (333 & 448); Proposed
Amendment of Final Monograph for OTC First Aid Antibiotic (Container Size) Drug
Products Proposed Rule (PR)

5-16-90 20434 Status of Certain Category II and III Ingredients Proposed Rule (PR)
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6-7-90 23235 Status of Certain Category II and III Ingredients Proposed Rule (PR); Correction

6-8-90 23450 Topical Antimicrobial Drug Products for OTC Human Use (333, 444, and 448);
Proposed Amendment for Final Monograph for OTC First Aid Antibiotic (Local
Anesthetic) Drug Products Proposed Rule (PR)

6-20-90 25204 Skin Protectant Drug Products for OTC Human Use (347); Diaper Rash Drug
Products Proposed Rulemaking (PR)

6-20-90 25234 External Analgesic Drug Products for OTC Human Use (348); Diaper Rash Drug
Products Proposed Rulemaking (PR)

6-20-90 25240 Topical Antifungal Drug Products for OTC Human Use (333); Diaper Rash Drug
Products Proposed Rulemaking (PR)

6-20-90 25246 Topical Antimicrobial Drug Products for OTC Human Use (333); Diaper Rash Drug
Products Proposed Rulemaking (PR)

6-21-90 25392 Topical Antimicrobial Drug Products for OTC Human Use (333, 444, and 448);
Proposed Amendment for Final Monograph for OTC First Aid Antibiotic (Local
Anesthetic) Drug Products Proposed Rule (PR); Correction

7-5-90 27776 Labeling for Oral and Rectal OTC Aspirin and Aspirin-Containing Products (201); Final
Rule (FR)

7-6-90 27806 Cold, Cough, Allergy, Bronchodilator and Antiasthmatic Drug Products for OTC
Human Use; Amendment of Monograph for OTC Antitussive Drug Products (341);
Final Monograph (FR)

7-19-90 29453 Topical Antifungal Drug Products for OTC Human Use (333); Diaper Rash Drug
Products Proposed Rulemaking (PR); Correction

8-3-90 31776 Anorectal Drug Products for OTC Human Use (346); Final Monograph (FR)

8-14-90 33258 Corn and Callus Remover Drug Products for OTC Human Use (357); Final
Monograph (FR)

8-14-90 33246 Wart Remover Drug Products for OTC Human Use (358); Final Monograph (FR)

9-11-90 37403 Wart Remover Drug Products for OTC Human Use (358); Final Monograph (FR);
Correction

9-19-90 38560 OTC Dental and Oral Health Care Drug Products for Antiplaque Use; Safety and
Efficacy

10-3-90 40379 Topical Antimicrobial Drug Products for OTC Human Use (333, 444, and 448);
Amendment of Final Monograph for OTC First Aid Antibiotic (Combinations) Drug
Products (FR)

10-3-90 40381 Cold, Cough, Allergy, Bronchodilator and Antiasthmatic Drug Products for OTC
Human Use; Amendment of Final Monograph for OTC Antitussive Drug Products
(341); Final Monograph (FR)

10-9-90 41170 OTC Dental and Oral Health Care Drug Products for Antiplaque Use; Safety and
Efficacy; Correction
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10-30-90 45782 Warning Statements Required for OTC Drugs Containing Water-Soluble Gums as
Active Ingredients (201); Proposed Rule (PR)

10-30-90 45788 Weight Control Drug Products for OTC Human Use (357); Proposed Rule (PR)

11-7-90 46914 Status of Certain Category II and III Ingredients Final Monograph (FR)

11-26-90 49377 Warning Statements Required for OTC Drugs Containing Water-Soluble Gums as
Active Ingredients (201); Proposed Rule (PR); Correction

11-27-90 49200 Weight Control Drug Products for OTC Human Use (357); Proposed Rule (PR);
Correction

12-3-90 49973 Status of Certain Category II and III Ingredients Final Monograph (FR); Correction

12-5-90 50171 Topical Antimicrobial Drug Products for OTC Human Use (333, 444, and 448);
Amendment of Final Monograph for OTC First Aid Antibiotic (Combinations and Local
Anesthetic) Drug Products (FR)

12-18-90 51926 Skin Protectant Drug Products for OTC Human Use (347); Diaper Rash Drug
Products Proposed Rulemaking (PR); Extension of Comment Period
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Published in FEDERAL REGISTER in 1991 (Volume 56)

Date FR Document Title
Page

3-6-91 9312 Warning Statements Required for OTC Drugs Containing Water-Soluble Gums as
Active Ingredients; Clarification (PR)

3-6-91 9363 Print Size and Style of Labeling for OTC Drug Products; Request for Comments

3-8-91 9915 OTC Dental and Oral Health Care Drug Products for Antiplaque Use; Safety and
Efficacy Review; Extension of Submission Period

4-1-91 13295 PPA for OTC Weight Control Use; Safety and Effectiveness Discussion; Public
Meeting and Reopening of the Administrative Record

4-9-91 14384 Print Size and Style of Labeling for OTC Drug Products; Extension of Comment Period

4-11-91 14730 PPA for OTC Weight Control Use; Safety and Effectiveness Discussion; Public
Meeting and Reopening of the Administrative Record; Correction

4-25-91 19222 Drug Labeling; Sodium Labeling for OTC Drugs; Proposed Amendment (PR)

5-22-91 23619 Drug Labeling; Sodium Labeling for OTC Drugs; Proposed Amendment (PR);
Correction

6-12-91 26946 Drug Labeling; Sodium Labeling for OTC Drugs; Proposed Amendment (PR)
Extension of Comment Period

7-15-91 32282 Exocrine Pancreatic Insufficiency Drug Products for OTC Human Use; Proposed
Rulemaking (PR)

7-22-91 33644 Topical Antimicrobial Drug Products for OTC Human Use; Tentative Final Monograph
for First Aid Antiseptic Drug Products; Proposed Rule (PR)

8-7-91 37622 Topical Acne Drug Products for OTC Human Use; Amendment to Tentative Final
Monograph; Proposed Rule (PR)

8-8-91 37792 Weight Control Drug Products for OTC Human Use; Certain Active Ingredients; Final
Rule (FR)

8-16-91 41008 Topical Acne Drug Products for OTC Human Use; Final Rule (FR)

8-30-91 43025 Hydrocortisone; Marketing Status as an External Analgesic Drug Product for OTC
Human Use; Notice of Enforcement Policy

9-16-91 46823 Weight Control Drug Products for OTC Human Use; Certain Active Ingredients; Final
Rule (FR); Correction

9-24-91 48302 Oral Health Care Drug Product for OTC Human Use; Amendment to Tentative Final
Monograph to Include OTC Relief of Oral Discomfort Drug Products; Proposed Rule
(PR)
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9-24-91 48103 Advisory Committees; OTC Drugs Advisory Committee; Establishment; Final Rule
(FR)

9-24-91 48211 Request for Nominations for Members on Public Advisory Committees; OTC Drugs
Advisory Committee; Notice

10-8-91 50754 Topical Acne Drug Products for OTC Human Use; Amendment of Tentative Final
Monograph (TFM); Correction

10-17-91 52008 Topical Acne Drug Products for OTC Human Use; Amendment of Tentative Final
Monograph (TFM); Reopening of Comment Period

12-4-91 63554 Dandruff, Seborrheic Dermatitis, and Psoriasis Drug Products for OTC Human Use;
Final Monograph (FR)

12-19-91 65873 Skin Protectant Drug Products for OTC Human Use; Tentative Final Monograph;
Reopening of Administrative Record

12-19-91 65930 Oral Health Care Drug Products for OTC Human Use; Amendment to Tentative Final
Monograph to Include OTC Relief of Oral Discomfort Drug Products; Proposed Rule
(PR); Correction

12-24-91 66742 Orally Administered Drug Products for Relief of Symptoms Associated with
Overindulgence in Food and Drink for OTC Human Use; Tentative Final Monograph
(PR)

12-24-91 66754 Antacid Drug Products for OTC Human Use; Proposed Amendment to the Monograph
(PR)

12-24-91 66758 Stimulant Drug Products for OTC Human Use; Proposed Amendment to the
Monograph (PR)

12-24-91 66762 Internal Analgesic, Antipyretic, and Antirheumatic Drug Products for OTC Human Use;
Proposed Amendment to the Tentative Final Monograph (PR)
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Published in FEDERAL REGISTER in 1992 (Volume 57)

Date FR Document Title
Page

1-9-92 858 Topical Antimicrobial Drug Products for OTC Human Use; Tentative Final Monograph
for First Aid Antiseptic Drug Products; Correction

1-17-92 2136 Dandruff, Seborrheic Dermatitis, and Psoriasis Drug Products for OTC Human Use;
Final Monograph; Correction

1-30-92 3526 Status of Certain OTC Drug Category II and III Active Ingredients; Technical
Amendment

2-5-92 4456 Antacid and Acetaminophen Combination Drug Products in a Solid Dosage Form;
Marketing Status for OTC Human Use; Notice of Enforcement Policy

2-20-92 6165 Antacid and Acetaminophen Combination Drug Products in a Solid Dosage Form;
Marketing Status for OTC Human Use; Notice of Enforcement Policy; Correction

2-24-92 6352 Stimulant Drug Products for OTC Human Use; Proposed Amendment to the
Monograph; Correction

2-24-92 6352 Orally Administered Drug Products for Relief of Symptoms Associated with
Overindulgence in Food and Drink for OTC Human Use; Tentative Final Monograph
(PR); Correction

2-28-92 6892 Antacid and Acetaminophen Combination Drug Products in a Solid Dosage Form;
Marketing Status for OTC Human Use; Notice of Enforcement Policy; Correction

3-4-92 7847 Orally Administered Drug Products for Relief of Symptoms Associated with
Overindulgence in Food and Drink for OTC Human Use; Tentative Final Monograph
(PR); Correction

3-11-92 8586 Exocrine Pancreatic Insufficiency; Workshop/Reopening of the Administrative Record

3-17-92 9346 Stimulant Drug Products for OTC Human Use; Proposed Amendment to the
Monograph; Correction

5-8-92 19823 Anticaries Drug Products for OTC Human Use; Tentative Final Monograph; Reopening
of the Administrative Record

5-11-92 20114 Combination Drug Products Containing Potassium Nitrate and an Anticaries
Ingredient; Marketing Status for OTC Human Use; Notice of Enforcement Policy

5-13-92 20434 Oral Health Care Drug Products for OTC Human Use; Proposed Amendment to the
Tentative Final Monograph (PR)

5-19-92 21332 Anticaries Drug Products for OTC Human Use; Tentative Final Monograph; Reopening
of the Administrative Record; Correction

6-2-92 23174 Laxative Drug Products for OTC Human Use; Tentative Final Monograph; Reopening
of Administrative Record (PR)

6-19-92 27654 Male Genital Desensitizer Drug Products Final Rule (FR)
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6-19-92 27658 Notice of Proposed Rulemaking for OTC Nasal Decongestant Drug Products,
Proposed Amendment to the Tentative Final Monograph (PR)

6-19-92 27662 Notice of Proposed Rulemaking for OTC Bronchodilator Drug Products, Proposed
Amendment to the Final Monograph (PR)

6-19-92 27666 Notice of Proposed Rulemaking for OTC Antitussive Drug Products, Proposed
Amendment to the Final Monograph (PR)

6-25-92 28555 Oral Health Care Drug Products for OTC Human Use; Proposed Amendment to the
Tentative Final Monograph (PR); Correction

6-30-92 29166 Orally Administered Fever Blister Treatment for OTC Human Use; Final Rule (FR)

6-30-92 29176 Cold, Cough, Allergy, Bronchodilator, and Antiasthmatic Drug Products for OTC
Human Use; Amendment of Monograph for OTC Expectorant (Technical Changes)
Drug Products; Final Monograph (FR)

6-30-92 33363 Cold, Cough, Allergy, Bronchodilator, and Antiasthmatic Drug Products for OTC
Human Use; Amendment of Tentative Final Monograph for OTC Nasal Decongestant
Drug Products; Correction

7-9-92 30534 Oral Health Care Drug Products for OTC Human Use; Proposed Amendment to the
Tentative Final Monograph (PR); Correction

7-27-92 33237 Oral Health Care Drug Products for OTC Human Use; Proposed Amendment to the
Tentative Final Monograph (PR); Correction

7-30-92 33663 Cold, Cough, Allergy, Bronchodilator, and Antiasthmatic Drug Products for OTC
Human Use; Proposed Amendment of Tentative Final Monograph for OTC Nasal
Decongestant Drug Products; Tentative Final Monograph (PR); Correction

8-6-92 34733 Cold, Cough, Allergy, Bronchodilator, and Antiasthmatic Drug Products for OTC
Human Use; Proposed Amendment of Final Monograph for OTC Bronchodilator Drug
Products; Request for Additional Comments; Extension of Comment Period; Final
Monograph (FR)

8-6-92 34734 Cold, Cough, Allergy, Bronchodilator, and Antiasthmatic Drug Products for OTC
Human Use; Proposed Amendment of Tentative Final Monograph for OTC Nasal
Decongestant Drug Products; Request for Additional Comments; Extension of
Comment Period; Tentative Final Monograph (PR)

8-6-92 34735 Cold, Cough, Allergy, Bronchodilator, and Antiasthmatic Drug Products for OTC
Human Use; Proposed Amendment of Tentative Final Monograph for OTC Antitussive
Drug Products; Request for Additional Comments; Extension of Comment Period;
Tentative Final Monograph (PR)

8-25-92 38568 Status of Certain Additional Over-the-Counter (OTC) Drug Category II and III Active
Ingredients; Proposed Rulemaking (PR)

9-8-92 40944 Status of Certain Additional Over-the-Counter (OTC) Drug Category II and III Active
Ingredients; Proposed Rulemaking (PR); Correction

9-14-92 41857 Cold, Cough, Allergy, Bronchodilator, and Antiasthmatic Drug Products for OTC
Human Use; Expectorant Drug Products; Final Monograph (FR)
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9-28-92 44493 Corn & Callus Remover Drug Products for OTC Human Use; Final Monograph;
Updating and Technical Changes; FR

9-28-92 44494 Wart Remover Drug Products for OTC Human Use; Final Monograph; Updating and
Technical Changes; FR

10-1-92 45295 Status of Certain Additional Over-the-Counter (OTC) Drug Category II and III Active
Ingredients; Final Rule (FR); Technical Amendment

10-8-92 46067 Cold, Cough, Allergy, Bronchodilator, and Antiasthmatic Drug Products for OTC
Human Use; Expectorant Drug Products; Final Monograph (FR); Correction

11-8-92 53300 Status of Certain Additional Over-the-Counter (OTC) Drug Category II and III Active
Ingredients; Correction

11-24-92 55199 Anticaries Drug Products for OTC Human Use; Tentative Final Monograph; Reopening
of the Administrative Record (TFM)

12-9-92 58356 Cold, Cough, Allergy, Bronchodilator, and Antiasthmatic Drug Products for OTC
Human Use; Final Monograph for OTC Antihistamine Drug Products (FM)

12-9-92 58378 Cold, Cough, Allergy, Bronchodilator, and Antiasthmatic Drug Products for OTC
Human Use; Proposed Amendment to Monograph for OTC Antitussive Drug Products
(TFM)

12-18-92 60416 Ophthalmic Drug Products for OTC Human Use; Ophthalmic-Anti-Infective Final Rule
(FR)

12-18-92 60426 External Analgesic Drug Products for OTC Human Use; Diaper Rash Labeling Claims;
Final Rule (FR)

12-18-92 60430 Antifungal Drug Products for OTC Human Use; Diaper Rash Labeling Claims; Final
Rule (FR)
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Published in FEDERAL REGISTER in 1993 (Volume 58)

Date FR Document Title
Page

1-26-93 6102 Anticaries Drug Products for OTC Human Use; Tentative Final Monograph; Reopening
of the Administrative Record; Extension of Comment Period

3-23-93 15452 Antiperspirant Drug Products for OTC Human Use; Request for Comment

3-23-93 15499 Advisory Committee; Notice of Meetings (Caffeine as an Adjuvant in
Analgesic/Antidiarrheal); Notice

4-5-93 17554 Dandruff, Seborrheic Dermatitis, and Psoriasis Drug Products for OTC Human Use;
Proposed Amendment to the Monograph (PR)

4-5-93 17553 Labeling of Drug Products for OTC Human Use; Proposed Rule (PR)

5-5-93 26886 Orally Administered Drug Products for Relief of Symptoms Associated with
Overindulgence in Food and Drink for OTC Human Use; Proposed Amendment to the
Tentative Final Monograph (PR)

5-10-93 27636 Status of Certain Additional OTC Drug Category II and III Active Ingredients; Final Rule
(FR)

5-12-93 28194 Sunscreen Drug Products for OTC Human Use; Tentative Final Monograph (PR)

5-17-93 28883 Advisory Committee; Notice of Meetings (Joint Meetings of the Arthritis Advisory
Committee/OTC Drugs Advisory Committee)

6-1-93 31236 Smoking Deterrent Drug Products for OTC Human Use; Final Rule (FR)

7-19-93 38541 Antiperspirant Drug Products for OTC Human Use; Request for Comments; Extension
of Comment Period

7-20-93 38773 Advisory Committee; Notice of Meetings (Dental Products Panel of the Medical
Devices Advisory Committee)

8-24-93 44683 Advisory Committee; Notice of Meetings (Joint Meetings of the OTC Drugs Advisory
Committee and the Arthritis Advisory Committee/Meeting of Gastrointestinal Drugs
Advisory Committee)

8-25-93 44842 Advisory Committee; Notice of Meetings (Joint Meetings of the Gastrointestinal Drugs
Advisory Committee and the OTC Drugs Advisory Committee)

8-26-93 45194 Warning Statements Required for OTC Drugs Containing Water-Soluble Gums as
Active Ingredients; Final Rule (FR)

8-26-93 45204 Antacid Drug Products for OTC Human Use; Amendment of Antacid Final Monograph;
Final Rule (FR)

8-26-93 45216 Antiemetic Drug Products for OTC Human Use; Proposed Amendment to the
Monograph (PR)

8-26-93 45217 Nighttime Sleep-Aid Drug Products for OTC Human Use; Proposed Amendment to
the Monograph (PR)
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9-2-93 46744 Topical Antifungal Drug Products for OTC Human Use; Certain Labeling Claims; Final
Rule (FR)

9-2-93 46746 Anorectal Drug Products for OTC Human Use; Final Rule (FR)

9-2-93 46749 Nailbiting and Thumbsucking Deterrent Drug Products for OTC Human Use; Final
Rule (FR)

9-2-93 46589 Laxative Drug Products for OTC Human Use; Proposed Amendment to the Tentative
Final Monograph (PR)

9-9-93 47602 Ingrown Toenail Relief Drug Products for OTC Human Use; Final Rule (FR)

9-9-93 57608 Topically Applied Hormone-Containing Drug Products for OTC Human Use; Final
Rule (FR)

9-9-93 47611 Cosmetic Products Containing Certain Hormone Ingredients; Notice of Proposed
Rulemaking (PR)

9-23-93 49826 Antacid Drug Products for OTC Human Use; Proposed Amendment of Antacid
Monograph (PR)

9-23-93 49890 Topical Antifungal Drug Products for OTC Human Use; Final Monograph (FR)

10-20-93 54224 Aspirin (Heart Labeling Statement) Proposed Rule

10-20-93 54228 Reyes Syndrome Proposed Rule

10-20-93 54232 Cold, Cough, Allergy, Bronchodilator, and Antiasthmatic Drug Products for OTC
Human Use; Proposed Amendment of Final Monograph for OTC Antitussive Drug
Products (MAOI Statement); Final Rule (FR)

10-20-93 54238 Cold, Cough, Allergy, Bronchodilator, and Antiasthmatic Drug Products for OTC
Human Use; Proposed Amendment of Final Monograph for OTC Bronchodilator Drug
Products (MAOI Statement); Final Rule (FR)

10-21-93 54450 Digestive Aid Final Rule (FR)

10-21-93 54466 Alcohol for Oral Ingestion Proposed Rule (PR)

10-21-93 54466 Skin Protectant Drug Products for OTC Human Use; Astringent Drug Products Final
Rule (FR)

11-9-93 59622 Labeling of Drug Products for OTC Human Use Subject to an Approved Application or
Abbreviated Application; PR

11-15-93 60332 Boil Treatment Drug Products for OTC Human Use; Final Rule (FR)

12-14-93 65452 Pediculicide Drug Products for OTC Human Use; Final Rule (FR)
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Published in FEDERAL REGISTER in 1994 (Volume 59)

Date FR Document Title
Page

1-14-94 2319 Talc; Consumer Uses and Health Perspective; Public Meeting; Notice

1-18-94 2542 Tamper-Evident Packaging Requirements for OTC Human Use Drug Products;
Proposed Rule (PR)

1-28-94 3998 Labeling of Drug Products for OTC Human Use; (Similar Words); Proposed Rule (PR)

1-28-94 4000 Dandruff, Seborrheic Dermatitis, and Psoriasis Drug Products for OTC Human Use;
Amendment to the Monograph; Final Rule (FR)

1-28-94 4015 Wart Remover Drug Products for OTC Human Use; Proposed Amendment of the
Final Monograph (PR)

1-28-94 4216 Cold, Cough, Allergy, Bronchodilator, and Antiasthmatic Drug Products for OTC
Human Use; Amendment of Final Monograph for OTC Antihistamine Drug Products;
Final Rule (FR)

2-2-94 5060 Antacid Drug Products for OTC Human Use; Proposed Amendment of Antacid Final
Monograph (PR)

2-2-94 5068 Internal Analgesic, Antipyretic, and Antirheumatic Drug Products for OTC Human Use;
Proposed Amendment to Tentative Final Monograph (PR)

2-3-94 5226 Vaginal Drug Products for OTC Human Use; Withdrawal of Advance Notice of
Proposed Rulemaking

2-9-94 6084 Oral Health Care Proposed Amendment of Tentative Final Monograph (Oral
Antiseptic) (PR) 

2-11-94 6606 Sunscreen Drug Products for OTC Human Use; Tentative Final Monograph;
Reopening of Comment Period (PR)

3-14-94 11836 Oral Health Care Drug Products for OTC Human Use; Tentative Final Monograph for
Oral Antiseptic Drug Products; Correction

3-21-94 13284 Vaginal Drug Products for OTC Human Use; Withdrawal of Advance Notice of
Proposed Rulemaking; Correction

3-31-94 15139 Laxative Proposed Rule Amendment to the Tentative Final Monograph (Phosphates);
PR

4-5-94 16042 Sunscreen Drug Products; Public Meeting and Reopening of the Administrative
Record 

4-11-94 16981 Antiemetic Drug Products for OTC Human Use; Amendment of Final Monograph; FR

4-11-94 16982 Nighttime Sleep-aid Drug Products for OTC Human Use; Amendment of Final
Monograph; FR

4-14-94 17747 Antacid Drug Products for OTC Human Use; Proposed Amendment of Final
Monograph; Reopening of Comment Period (PR)
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4-19-94 18507 Internal Analgesic, Antipyretic, and Antirheumatic Drug Products for OTC Human Use;
Proposed Amendment to Tentative Final Monograph; Reopening of Comment Period
(PR)

6-3-94 29172 Cold, Cough, Allergy, Bronchodilator, and Antiasthmatic Drug Products for OTC
Human Use; Amendment of Final Monograph for OTC Antitussive Drug Products;
Final Rule (FR)

6-3-94 28766 Anorectal Drug Products for OTC Human Use; Final Rule Amendment with
Opportunity Comments; Final Rule (FR)

6-3-94 28767 Skin Protectant Drug Products for OTC Human Use (347); Astringent Drug Products;
Final Rule Amendment with Opportunity Comments; Final Rule (FR)

6-8-94 29706 Sunscreen Drug Products for OTC Human Use; Proposed Amendment to the TFM;
Reopening of Comment Period

6-17-94 31402 Health Care Antiseptic Drug Products for OTC Human Use; Proposed Rule (PR)

6-24-94 32699 Nonprescription Drugs Advisory Committee (Hair Growth Stimulant, minoxidil 2%
topical solution), July 20.

6-24-94 32700 Joint Meeting of the Gastrointestinal Drugs and the Nonprescription Drug Advisory
Committees, July 29.

6-30-94 33774 Advisory Committee; Notice of Meeting; Joint Meeting of the Gastrointestinal Drugs
and the Nonprescription Drugs Advisory Committees; July 27.

7-7-94 34781 OTC Marketing of Antiasthma Drug Products; Background Document for Advisory
Committee Meeting; Availability; Establishment of a Public Docket and Request for
Comments

7-11-94 35375 Advisory Committee; Notice of Meeting; Joint Subcommittee Meeting of the
Nonprescription Drugs Advisory Committee and Arthritis Advisory Committee on OTC
Internal Analgesic, Antipyretic, and Antirheumatic Drug Products

7-15-94 36051 Cold, Cough, Allergy, Bronchodilator, and Antiasthmatic Drug Products for OTC
Human Use; Amendment to the Final Monograph for OTC Antitussive Drug Products
Final Rule (FR); Correction

7-21-94 37243 Advisory Committee; Amendment of Notice of Meeting; Joint Subcommittee Meeting of
the Joint Meeting of the Gastrointestinal Drugs and the Nonprescription Drugs Advisory
Committees; change in date.

7-22-94 37421 OTC Internal Analgesic, Antipyretic, and Antirheumatic Drug Products; Background
Document for Advisory Committee Meeting; Availability; Establishment of a Public
Docket and Request for Comments

8-22-94 43234 Drug Products for the Treatment and/or Prevention of Nocturnal Leg Muscle Cramps
(Quinine) for OTC Human Use; Final Rule (FR)

8-23-94 43386 Cold, Cough, Allergy, Bronchodilator, and Antiasthmatic Drug Products for OTC
Human Use; Final Monograph for OTC Nasal Decongestant Drug Products; FR

9-28-94 49350 Drug Products for the Treatment and/or Prevention of Nocturnal Leg Muscle Cramps
for OTC Human Use; Correction
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11-15-94 58799 Topical Antimicrobial Drug Products for OTC Human Use; Tentative Final Monograph
for Health Care Antiseptic Drug Products; Extension of Comment and New Data
Periods

11-23-94 60315 Wart Remover Drug Products for OTC Human Use; Amendment of the Final
Monograph

11-25-94 60555 Antacid Drug Products for OTC Human Use; Amendment of Antacid Final Monograph;
Technical Amendment

12-6-94 62569 Marketing of OTC Pediculicide Drug Products; Background Documents; Availability
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Published in FEDERAL REGISTER in 1995 (Volume 60)

Date FR Page Document Title

1-27-95 5313 Drug Products Containing Certain Active Ingredients Offered OTC for Certain Uses;
Correction

2-3-95 6713 Vaginal Contraceptive Drug Products; Guidance on Content of New Drug Applications;
Availability; Notice

2-3-95 6892 Vaginal Contraceptive Drug Products for OTC Human Use; Proposed Rulemaking (PR)

2-15-95 8916 Topical Drug Products for OTC Human Use; Products for the Prevention of Swimmer's Ear
and for the Drying of Water-Clogged Ears; Final Rule (FR)

2-17-95 9554 Topical Drug Products Containing Benzoyl Peroxide; Required Labeling; Proposed Rule
(PR)

2-23-95 10286 Cold, Cough, Allergy, Bronchodilator, and Antiasthmatic Drug Products for OTC Human
Use; Amendment to the TFM for Combination Drug Products; Proposed Rule (PR)

3-9-95 13014 Cold, Cough, Allergy, Bronchodilator, and Antiasthmatic Drug Products for OTC Human
Use; Proposed Amendment of Monograph for Bronchodilator Drug Products; Proposed
Rule (PR)

3-13-95 13590 OTC Drug Products Intended for Oral Ingestion that Contain Alcohol Final Rule (FR)

4-6-95 17611 Topical Drug Products for OTC Human Use; Products for the Prevention of Swimmer's Ear
and for the Drying of Water-Clogged Ears; Final Rule (FR); Correction

4-19-95 19650 Drug Products Containing Quinine for the Treatment and/or Prevention of Malaria for OTC
Human Use; Proposed Rule (PR)

4-24-95 20162 Exocrine Pancreatic Insufficiency Drug Products for OTC Human Use; Final Rule (FR)

4-28-95 20897 Topical Drug Products for OTC Human Use; Products for the Prevention of Swimmer's Ear
and for the Drying of Water-Clogged Ears; Final Rule (FR); Correction

5-2-95 21590 Drug Products Containing Quinine for the Treatment and/or Prevention of Malaria for OTC
Human Use; Correction

5-19-95 26853 Topical Drug Products Containing Benzoyl Peroxide; Required Labeling; Proposed Rule
(PR); Extension of Comment Period

7-27-95 38636 Cold, Cough, Allergy, Bronchodilator, and Antiasthmatic Drug Products for OTC Human
Use; Combination Bronchodilator Drug Products Containing Theophylline; Final Rule (FR)

7-27-95 38643 Cold, Cough, Allergy, Bronchodilator, and Antiasthmatic Drug Products for OTC Human
Use; Proposed Amendment of Monograph for Bronchodilator Drug Products; Proposed
Rule (PR)

8-16-95 42435 Topical Drug Products for OTC Human Use; Products for the Prevention of Swimmer's Ear
and for the Drying of Water-Clogged Ears; Partial Stay of Final Rule (FR)

8-18-95 43091 Cold, Cough, Allergy, Bronchodilator, and Antiasthmatic Drug Products for OTC Human
Use; Proposed Amendment of Monograph for Bronchodilator Drug Products; Proposed
Rule (PR); Correction

8-29-95 44787 Cold, Cough, Allergy, Bronchodilator, and Antiasthmatic Drug Products for OTC Human
Use; Proposed Amendment of Monograph for Bronchodilator Drug Products; Proposed
Rule; Extension of Comment Period (PR)
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8-21-95 43421 Cold, Cough, Allergy, Bronchodilator, and Antiasthmatic Drug Products for OTC Human
Use; Proposed Amendment of Monograph for Bronchodilator Drug Products; Proposed
Rule (PR); Correction

10-6-95 52474 Anticaries Drug Products for OTC Human Use; Final Monograph (FR)
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2-8-96 4822 Antacid Drug Products for OTC Human Use; Amendment of Antacid Monograph (FR)

2-14-96 5918 Topical Antimicrobial Drug Products for OTC Human Use; Proposed Amendment of Final
Monograph for OTC First Aid Antibiotic Drug Products (NPR)

2-14-96 5912 OTC Drug Products Containing Phenylpropanolamine; Required Labeling (PR)

3-4-96 8450 Labeling of Drug Products for OTC (PR)

3-5-96 8836 Antiflatulent Drug Products for OTC Human Use;  Amendment of Monograph (FR)            

3-8-96 9570 Cold, Cough, Allergy, Bronchodilator, and Antiasthmatic Drug Products for OTC Human
Use; OTC Nasal Decongestant; Partial Stay of Final Rule; Enforcement Policy (FR)

4-9-96 15700 Cold, Cough, Allergy, Bronchodilator, and Antiasthmatic Drug Products for OTC Human
Use; Products Containing Diphenhydramine Citrate or Diphenhydramine Hydrochloride;
Enforcement Policy (FR)

4-22-96 17798 Drug Labeling; Sodium Labeling for OTC Drugs (FR)

4-22-96 17807 Labeling of Orally Ingested OTC Drug Products Containing Calcium, Magnesium, and
Potassium (NPR)

5-10-96 21392 OTC Drug Products Intended for Oral Ingestion That Contain Alcohol; Proposed
Amendment of Final Rule (NPR)


